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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
eamed patent temi adjustment. See 37 CFR 1.704(b). 

Status 

1 )|8 Responsive to communication(s) filed on 18 March 2003 . 
2a)[EI This action is FINAL. 2b)n This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 . 453 O.G. 213. 
Disposition of Claims 

4) ^ Claim(s) 8- 19 is/are pending in the application. 

4a) Of the above claim(s) 14- 17 is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) S Claim fs) 8- 13. 18, and 19 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10) n The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

11) n The proposed drawing correction filed on is: a)[J approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) 0 Aclcnowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a)nAII b)n Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. , 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) 0 Acknowledgment is made of a claini for domestic priority under 35 U.S.C. §§ 120 and/or 121. 

Attachment(s) 

1 ) lEl Notice of References Cited {PTO-892) . 4) □ Interview Summary (PTO-41 3) Paper No(s), . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) ~ 5) □ Notice of Informal Patent Application (PTO-1 52) 

3) 0 Infomiation Disclosure Statemenl(s) (PTO-1 449) Paper No(s) 0 . 6) □ Other: 
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Application/Control Number: 1 0/091 ,567 Page 2 

Art Unit: 1648 

DETAILED ACTION 

Newly submitted claims 14- 17 are directed to an invention that is independent or 
distinct from the invention originally claimed for the following reasons: Claims 14- 17 are 
drawn to a liposome formulation, method of encapsulating and product made by the 
method. The original claims were drawn to a polynucleotide vaccine, method of cloning 
a plasmid, and method of inducing an immune response with the plasmid. 

Since applicant has received an action on the merits for the originally presented 
invention, this invention has been constructively elected by original presentation for 
prosecution on the merits. Accordingly, claims 14- 17 are withdrawn from consideration 
as being directed to a non-elected invention. See 37 CFR 1.142(b) and MPEP § 
821.03. 

This action is on claims 8- 13, 18, and 19, claims 1- 7 have been canceled. 

Rejections Withdrawn 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Applicant asserts all rejections moot in light of the cancellation of original claims 
and discusses the prior art. 

The claims rejected under 35 U.S.C. 112, second paragraph, not discussed 
below are withdrawn. 
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Rejections Maintained 

Claim Rejections - 35 USC § 112 

Claims 10 and 11 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. Claims 10 and 1 1 provide for the use of a liposome- 
encapsulated DNA vaccine, but, since the claim does not set forth any steps involved in 
the method/process, it is unclear what method/process applicant is intending to 
encompass. A claim is indefinite where it merely recites a use without any active, 
positive steps delimiting how this use is actually practiced. 

Claim Rejections • 35 USC § 101 

Claims 10 and 11 are rejected under 35 U.S.C. 101 because the claimed 
recitation of a use, without setting forth any steps involved in the process, results in an 
improper definition of a process. I.e., results in a claim which is not a proper process 
claim under 35 U.S.C. 101 . See for example Ex parte Dunki, 153 USPQ 678 (Bd.App. 
1967) and Clinical Products, Ltd. v. Brenner, 255 F. Supp. 131, 149 USPQ 475 (D.D.C. 
1966). 



Claim Rejections - 35 USC § 102 



Application/Control Number: 1 0/091 ,567 Page 4 

Art Unit: 1648 

Claims 8-11, 17, and 18 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Sha. 

Slia teaclies a DNA vaccine using an influenza HA gene that is encapsulated in 
liposomes and that it produces a mucosal immunity as show by the IgA antibody 
response (pages 21- 22Figure 1 , page 27 last paragraph- page 28, first paragraph). 

Applicant argues that the liposomes taught by Sha are not the same as the 
present invention. Applicant cites the end portion of the Results section to point out that 
the mice were not protected against challenge. 

The arguments have been fully considered and not found persuasive. 

The limitation of specific liposomal formulations is not in the claims. The claims 
are not drawn to specific liposome compositions but to a polynucleotide vaccine. Sha 
further discusses the results in the Discussion section. Sha reiterates the known 
benefits of liposome delivery of DNA vaccines and that serum antibody and IgA 
responses were induced in their experiments. IgA is responsible for mucosal immunity. 
Sha further comments on the lack of protection in the live virus challenge and 
associates it with experimental design and not vaccine failure. Sha states that in their 
hands liposomes enhanced serum immune response including IgA in the saliva (page 
27, about the fourth line from the end). 



Claim Rejections - 35 USC § 103 
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Claims 12 and 13 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Sha and Promega Catalog. 

These claims remain rejected for the reasons of record applied to claims 4 and 5 
in the prior Office Action. Applicant provides no argument against Promega Catalog and 
the argument on Sha is discussed above in the rejection of claims 8-11,17, and 18. 

Conclusion 

No claim is allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO IVIONTHS of the mailing date of this final action and the advisory action is not 
mailed unfil after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .1 36(a) will be calculated from the mailing date of 
the advisory acfion. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Myron G. Hill whose telephone number is 703-308- 
4521 . The examiner can normally be reached on 9am-6pm Mon-Fri. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James Housel can be reached on 703-308-4247. The fax phone numbers 
for the organization where this application or proceeding is assigned are 703-308-4242 
for regular communications and 703-308-4242 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 703-308- 
0196. 




Myron G. Hill 
Patent Examiner 
May 29, 2003 
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